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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 1 5 September 201 0 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-9 and 21-39 is/are pending in the application. 

4a) Of the above claim(s) 24-39 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 1-9 and 21-23 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)^ All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Receipt of Response to Election/Restriction filed on September 15 2010 is 
acl^nowledged. Claims 10-20 were/stand cancelled. Claims 1-9 and 21-39 are pending. 

Election/Restrictions 

Applicant's election with traverse of with in the reply filed on September 15 2010 
is acknowledged. The traversal is on the ground(s) that Groups I and II share a 
common special technical feature. It is argued that the storage solution taught by 
Brockbank et al. is not a "pharmaceutical" composition inasmuch as it contains phenol 
red which is incompatible for pharmaceutical use. This is not found persuasive because 
evidenced by Stickl (US Patent No. 4053582) phenol red is utilized in preparations 
useful for the treatment of interferon-sensitive infectious diseases (i.e. a pharmaceutical 
preparation) (example 2 and claim 4). 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-9 and 21-39 are pending in the application. Claims 24-39 are withdrawn 
from further consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. Applicant timely traversed 
the restriction (election) requirement in the reply filed on September 15 2010. 
Accordingly, claims 1-9 and 21-23 are being examined on the merits herein. 

/M. H./ 

Primary Examiner, Art Unit 1616 



Application/Control Number: 10/575,419 Page 3 

Art Unit: 1616 

Information Disclosure Statement 
The information disclosure statement (IDS) submitted on April 10 2006 was 
considered by the examiner. 

Claim Objections 

Claim 3 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 3 depends from 
claim 1 which recites a pharmaceutical composition comprising a combination of actives 
substances (selenium and corticoid) wherein the active substances are present in an 
aqueous solution. Claim 3 recites that each active substances are present separately in 
separate forms of administration. Claim 3 does not further limit claim 1 as claim 1 
requires the actives to be together. Furthermore, since claim 1 requires both actives to 
be present in an aqueous solution there is no way for the two actives to be present in a 
singular pharmaceutical composition (which is claimed) and still be present in separate 
forms as the two aqueous solutions would be miscible and therefore form one form of 
administration. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or deschbed in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-4 and 8-9 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Brockbank et al. (US Patent No. 5110722, cited in the Office action mailed on 
8/19/10). 

Brockbank et al. exemplify (table 1 and example 1) a saline solution (aqueous 
solution) comprising insulin, selenium, and hydrocortisone. 

The recitation "pharmaceutical" has not been given patentable weight because 
the recitation occurs in the preamble. A preamble is generally not accorded any 
patentable weight where it merely recites the purpose of a process or the intended use 
of a structure, and where the body of the claim does not depend on the preamble for 
completeness but, instead, the process steps or structural limitations are able to stand 
alone. See In re Hirao, 535 F.2d 67, 190 USPQ 15 (CCPA 1976) and Kropa v. Robie, 
187 F.2d 150, 152, 88 USPQ 478, 481 (CCPA 1951). The recitation of pharmaceutical 
in the preamble does not patentably distinguish over the prior art and does not provide a 
further "structural" distinction from the formulation. 

Regarding claim 4, since Brockbank et al. exemplify a saline solution comprising 
the active ingredient, the formulation is in a form suitable for i.v. application. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue, 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 3-9 and 21-22 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Lundy (US Patent No. 4512977) in view of Lavin et al. (British 

Medical Journal, 1986). 

Applicant Claims 

The instant application claims a pharmaceutical composition comprising an 

aqueous solution of a corticoid and a selenium containing compound. 

Determination of the Scope and Content of the Prior Art 
(MPEP §2141.01) 

Lundy is directed to therapeutic selenium compositions and the use thereof. It is 
taught that selenium composition exhibit anti-inflammatory properties without the 
detrimental side effects of some known material of known materials which exhibit anti- 
inflammatory properties. It is taught that the selenium composition of the invention may 
be combined with materials having compatible properties to form compositions 
exhibiting the beneficial effects of the selenium compounds as well as enhanced 
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beneficial effects of these other materials (column 3, lines 7-15). It is taught that the 

anti-inflammatory properties of the selenium compositions of the invention provide 

useful advantages when employed alone or with other materials utilized. For example 

steroids have been alleged to possess anti-inflammatory properties. Steroids include 

cortisone and hydrocortisone (columns 2-3, lines 67-68 and 1-6). The amount of 

selenium taught is on the order from about 0.005 to 2 mg (5 to 2000 micrograms). It is 

taught that the therapeutic composition may be made in various physicals forms for well 

known methods of administration. The composition can be in a suitable for injectable, 

topical, suppository and oral administration. The choice of the particular carrier or 

vehicle and other additives present will depend on the form desired (column 4, lines 54- 

61 ). Exemplary carriers include liquids such as water or isotonic aqueous solutions, 

saline solutions and alcohol (column 5, lines 6-10). In the case of the injectable form, 

the therapeutic selenium compound is dissolved in distilled or sterilized water to form a 

parenteral preparation or it can be mixed with intravenous infusions such as glucose or 

saline (column 5, lines 36-40). Selenium compounds exemplified include sodium 

selenite (example 1 ). As claimed the compositions are useful in alleviating irritation and 

redness in the eyes (claim 14). 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

While Lundy teach that the selenium of the invention can be combined with 

materials having compatible properties and teach steroids such as hydrocortisone are 

known to possess anti-inflammatory properties, Lundy does not exemplify utilizing 
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hydrocortisone in combination with selenium. However, this deficiency is cured by 
Lavin et al. 

Lavin et al. is directed to the use of steroid eye drops in general practice. It is 

taught that treatment with steroids, whether systemic or topical, reduces the body's 

ability to mount an inflammatory response to an injury whether Infective or non-infective 

(page 1448, first sentence). Exemplified treatment of steroids includes hydrocortisone 

in 0.5 or 1 .5% (table II). An exemplary disease where steroid treatment is beneficial 

includes allergic conjunctivitis (table III). 

Finding of Prima Facie Obviousness Rationale and l\/lotivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art at the time of the 

instant invention to combine the teachings of Lundy and Lavin et al. and utilize a steroid 

such as hydrocortisone in combination with sodium selenite in a pharmaceutical 

formulation. One of ordinary skill in the art would have been motivated to utilize both of 

these active agents as Lundy teach combining selenium (a compound that possess 

anti-Inflammatory properties) with materials which have compatible properties and 

Lundy and Lavin et al. both teach that steroids are known anti-inflammatory 

compounds. As a general principle it is prima facie obvious to combine two 

compositions each of which is taught by the prior art to be useful for the same purpose, 

in order to form a third composition to be used for the very same purpose, the idea of 

combining them flows logically from their having been individually taught in the prior art. 

See In re Kerkl^oven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980) MPEP 

2144.06. 
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Regarding the claimed dosage form, Lundy teach that the therapeutic 
composition may be made in various physicals forms for well known methods of 
administration and that the choice of the particular carrier or vehicle and other additives 
present will depend on the form desired. Exemplary carriers include liquids such as 
water. Therefore, it would have been obvious to one of ordinary skill in the art to utilize 
the selenium in well known carriers such as water as taught by Lundy. 

Regarding the claimed amount of selenium compound, Lundy teaches an 
amount that overlaps that instantly claimed. In the case where the claimed ranges 
"overlap or lie inside ranges disclosed by the prior art" a prima facie case of 
obviousness exists. See MPEP 2144.05 [R-5] 

Regarding the claimed amount of corticoid, Lavin et al. exemplify amounts of 0.5 
and 1 .5% (5 and 15 mg/ml) which read on the instantly claimed amount. 

Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lundy in view of Lavin et al. and in further view of Kuklinski et al. (WO 03047604). 
Applicant Claims 

The instant application claims the selenium utilized is sodium selenite 
pentahydrate. 

Determination of the Scope and Content of the Prior Art 
(MPEP §2141.01) 

The teachings of Lundy and Lavin et al. are set forth above. Lundy teaches 
utilizing the anti-inflammatory agent selenium (sodium selenite) in various formulations. 
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including aqueous formulations, for treating diseases such as eye redness. Lavin et al. 

teach that steroids such as hydrocortisone are anti-inflammatory agents. 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Lundy does not teach utilizing sodium selenite pentahydrate. However, this 
deficiency is cured by Kuklinski et al. 

Kuklinski et al. (wherein USPGPUB No. 20050048134 is utilized as the English 

language equivalent of the WlPO document) is directed to the use of selenite containing 

compounds. The selenium compounds are taught for the treatment of inflammatory 

diseases (paragraph 0019). Example 1 is directed to the use of sodium selenite 

pentahydrate in an aqueous solution. 

Finding of Prima Facie Obviousness Rationale and l\/lotivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art at the time of the 

instant invention to combine the teachings of Lundy, Lavin et al. and Kuklinski et al. and 

utilize sodium selenite pentahydrate as the selenium containing compound. One of 

ordinary skill in the art would have been motivated to utilize sodium selenite 

pentahydrate as Lundy teach utilizing sodium selenite as an anti-inflammatory material 

and Kuklinski et al. teach utilizing sodium selenite pentahydrate for the treatment of 

inflammatory diseases. It would have been obvious to one of ordinary skill in the art to 

try known forms of sodium selenite that are known anti-inflammatory materials as a 

person with ordinary skill has good reason to pursue known options within his or her 
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technical grasp. Note: MPEP 2141 [R-6] 
USPQ 2d 1385 (Supreme Court 2007). 
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Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ABIGAIL FISHER whose telephone number is (571)270- 
3502. The examiner can normally be reached on M-Th 9am-6pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Abigail Fisher 
Examiner, Art Unit 1616 
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Examiner, Art Unit 1616 



